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DETAILED ACTION 

Claims 1-20 are pending in the application. 

In response to the restriction requirement mailed on October 19, 2005, 
Applicants elect without traverse claims 15-20 (Group III), which are directed to 
methods of treating an SSTR-associated disorder. In response to the election of 
species requirement, Applicants elect the somatostatin analog wherein A is SEQ 
ID NO: 1 (claim 16) and B is SEQ ID NO:4 (claim 17), which is equivalent to the 
CP1 somatostatin analog of SEQ ID NO: 5 (claim 18). 

The species was searched and found free of the prior art. However, 
please note that no claims are drawn uniquely to this single species. 

A second species was chosen by Examiner from amongst those instantly 
claimed. Examiner's species is 

Ac °* ,9 QH 




R NTI<^vD-Phc-C)vPhc-D-Trp-Ly$- 



wherein A is cysteine or a peptide chain comprising one or more cysteine 
residues; R=H, wherein paclitaxel (a therapeutic agent) is bound to the cysteine 
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residue via a thiol linkage and B= octreotide (D-Phe-Cys-Phe-DTrp-Lys-Thr-Cys- 
Thr(ol). 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 



Claims 15-20 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claim 15 is rendered vague and indefinite because it is unclear whether 
the therapeutic agent to which A is bound via a thiol linkage includes the naturally 
occurring or synthetic somatostatin peptide, or fragment thereof (B). 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

This application currently names joint inventors. In considering 
patentability of the claims under 35 U.S.C. 103(a), the examiner presumes that 
the subject matter of the various claims was commonly owned at the time any 
inventions covered therein were made absent any evidence to the contrary. 
Applicant is advised of the obligation under 37 CFR 1 .56 to point out the inventor 
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and invention dates of each claim that was not commonly owned at the time a 
later invention was made in order for the examiner to consider the applicability of 
35 U.S.C. 1 03(c) and potential 35 U.S.C. 1 02(e), (f) or (g) prior art under 35 
U.S.C. 103(a). 

Claims 15 and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Chen et al. (US 6,552,007) or over Chen et al. (US 
2002/0094964, cited in the IDS of January 11, 2005). 

Chen et al. teaches a method of selectively killing cancer cells in a cell 
culture comprising contacting cells a somatostatin analog of the formula A-B: 

AcC L p oh 




R NTI<^s-I>Phc~C)*-Phc-I>Trp-L^ 



wherein 



A is cysteine, or a peptide chain comprising one or more cysteine 
residues, wherein paclitaxel (a cytotoxic therapeutic agent) is bound to the 
cysteine residue via a thiol linkage; and 

B is a naturally occurring or synthetic somatostatin peptide, octreotide (D- 
Phe-Cys-Phe-D-Trp-Lys-Thr-Cys-Thr(ol), which binds to a somatostatin 
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receptor; and whereby a SSTR-associated disorder (cancer) is treated 
(See, e.g., column 5, lines 10-29; column 7, lines 4-63 in US '007 and 
[0060]-[0061] in Application '964). 

Chen et al. do not teach direct administration of the compound above to a 
mammalian subject but do teach that the compound above may be used for 
treating a cancer patient by administering the anticancer compound to the cancer 
patient (See, e.g., column 7, lines 64-67 and column 8, lines 1-2 in US '007 and 
claim 11, [0070]-[0074] of Application '964). 

Please note that that cancer is inherently an SSTR-associated disorder 
because somatostatin receptors (SSTRs) are overexpressed on the surfaces of 
cancer cells (e.g., column 1, lines 23-27 of US '007 and [0006] in Application 
'964). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the method of killing cancer cells of Chen et al. by 
administrating it to cells in vivo (i.e., in a cancer patient) as taught by Chen et al. 
The skilled artisan would have been motivated to do so because Chen et al. 
teach that the anticancer compound taught above can be used for treating a 
cancer patient by administrating such compound. There would have been a 
reasonable expectation of success, given that somatostatin analogs were known 
to preferentially target malignant tumor cells (e.g., column 1 , lines 23-26, column 
7, lines 4-63 in US '007 or [0006] and [0070]-[0074] in Application '964) and that 
taxol (paclitaxel) was known as an anticancer agent (e.g., column 5, line 5 and 
column 7, lines 59-60 in US '007 or [0068] in Application '964). 
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Thus the invention as a whole was clearly prima facie obvious to one of 
ordinary skill in the art at the time the invention was made. 



Conclusion 

No claim is allowed. 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Marcela M. Cordero Garcia whose telephone 
number is (571) 272-2939. The examiner can normally be reached on M-Th 
7:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Cecilia J. Tsang can be reached on (571) 272-0562. The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 
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Patent Examiner 
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Supervisory Patent Examiner 
Technology Center 1600 




